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-r/ie MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 

THE REPLY FILED 4/5/2007 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 
1 . □ The reply was filed after a final rejection, but prior to or on the same day as filing a Notice of Appeal. To avoid abandonment of 



this application, applicant must timely file one of the following replies: (1) an amendment, affidavit, or other evidence, which 
places the application in condition for allowance; (2) a Notice of Appeal (with appeal fee) in compliance with 37 CFR 41 .31 ; or (3) 
a Request for Continued Examination (RCE) in compliance with 37 CFR 1.114. The reply must be filed within one of the following 
time periods: 

a) 13 The period for reply expires 6_months from the mailing date of the final rejection. 

b) Q The period for reply expires on: (1) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever is later. In 

no event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the final rejection. 

Examiner Note: If box 1 Is checked, check either box (a) or (b). ONLY CHECK BOX (b) WHEN THE FIRST REPLY WAS FILED WITHIN 

TWO MONTHS OF THE FINAL REJECTION. See MPEP 706.07(f). 
Extensions of time may be obtained under 37 CFR 1.136(a). The date on which the petition under 37 CFR 1.136(a) and the appropriate extension fee 
have been filed is the date for purposes of detennining the period of extension and the corresponding amount of the fee. The appropriate extension fee 
under 37 CFR 1.17(a) is calculated from: (1) the expiration date of the shortened statutory period for reply originally set in the final Office action; or (2) as 
set forth in (b) above, if checked. Any reply received by the Office later than three months after the mailing date of the final rejection, even if timely filed, 
may reduce any earned patent temri adjustment. See 37 CFR 1 .704(b). 
NOTICE OF APPEAL 

2. □ The Notice of Appeal was filed on . A brief in compliance with 37 CFR 41 .37 must be filed within two months of the date of 

filing the Notice of Appeal (37 CFR 41 .37(a)), or any extension thereof (37 CFR 41.37(e)), to avoid dismissal of the appeal. Since 
a Notice of Appeal has been filed, any reply must be filed within the time period set forth In 37 CFR 41 .37(a). 
AMENDMENTS 

3. □ The proposed amendment(s) filed after a final rejection, but prior to the date of filing a brief, will not be entered because 

(a) n They raise new issues that would require further consideration and/or search (see NC)TE below); 

(b) □ They raise the issue of new matter (see NOTE below); 

(c) n They are not deemed to place the application in better fomi for appeal by materially reducing or simplifying the Issues for 

appeal; and/or 

(d) □ They present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: . (See 37 CFR 1.116 and 41.33(a)). 

4. □ The amendments are not in compliance with 37 CFR 1.121. See attached Notice of Non-Compliant Amendment (PTOL-324). 

5. □ Applicant's reply has overcome the following rejection(s): . 

6. n Newly proposed or amended claim(s) would be allowable if submitted In a separate, timely filed amendment canceling the 

non-allowable claim(s). 

7. El For purposes of appeal, the proposed amendment(s): a) □ will not be entered, or b) □ will be entered and an explanation of 

how the new or amended claims would be rejected is provided below or appended. 
The status of the claim(s) is (or will be) as follows: 

Claim(s) allowed: . 

Ciaim(s) objected to: . 

Claim(s) rejected: 1-3,6-19.21.23.24.26 and 27 . 

Claim(s) withdrawn from consideration: . 

AFFIDAVIT OR OTHER EVIDENCE 

8. □ The affidavit or other evidence filed after a final action, but before or on the date of filing a Notice of Appeal will not be entered 

because applicant failed to provide a showing of good and sufficient reasons why the affidavit or other evidence is necessary and 
was not eariier presented. See 37 CFR 1 ,1 16(e). 

9. □ The affidavit or other evidence filed after the date of filing a Notice of Appeal, but prior to the date of filing a brief, will not be 

entered because the affidavit or other evidence failed to overcome aH rejections under appeal and/or appellant fails to provide a 
showing a good and sufficient reasons why it is necessary and was not eariier presented. See 37 CFR 41.33(d)(1). 

10. □ The affidavit or other evidence is entered. An explanation of the status of the claims after entry is below or attached. 
REQUEST FOR RECONSIDERATION/OTHER 

11.1^ The request for reconsideration has been considered but does NOT place the application in condition for allowance because: 



12. □ Note the attached Information Disclosure Statement(s). (PTO/SB/08) Paper No(s) 

13. □ Other: . 
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Claim Rejections - 35 USC § 1 12 

Applicant's amendment of claim 1 overcomes the 35 USC § 112 2nd paragraph rejection. The rejection Is hereby withdrawn. 
Claim Rejections - 35 USC § 103 

Applicants arguments have been carefully considered but are not deemed persuasive. First, Applicants argue on page 8 of their remarks 
that Delgado is nothing more than a review article related to proteins and not peptides. It Is further argued that Delgado does not teach 
the specific invention of pegylating the Applicants peptide(s). Delgado does not teach the Applicants peptide, which is why it was 
combined with another reference to make the 103 rejection. Applicants have also argued that Delgado does not teach peptides but only 
proteins. On page 250 of Delgado's article, "The advent of recombinant DNA technology has brought with it the rapid development of 
protein therapeutics. Cytokines .... and agonist and antagonist peptide fragments of growth factors and their receptors all have wide 
spread use." This would suggest peptides. Applicant also argues that Delgado fails to provide even the slightest motivation to pegylate 
their invention. The motivation to pegylate peptlde/protein does not have to be the same as the inventors. As stated in the previous office 
action at least two references are usually required to make a prima facia obviousness case. The Delgado reference was used to provide a 
number of motivating reasons that one would want to pegylate their protein, such as increased plasma half-life, reduced renal clearance, 
reduced cellular clearance, reduced proteolysis, reduced immunoclearance, reduced immunogenicity and antigenicity, and increased 
solubility, among other properties of the PEG-protein conjugates. Thus, the reason one may be motivated to pegylate a protein may be 
different. However, the reason Wu used the PEG was to reduce rapid uptake by the peripheral tissue which is readable and in agreement 
with Delgado motivation of increased plasma half-life. 

Applicant's further argue that Wu has other components attached to the pegylated neuropeptide. This is embraced by the open language 
comprising. Applicants further argue that neither Delgado nor Wu, when considered either singly or In combination, provide the slightest 
motivation to modify the Applicants peptide/protein. 

The rationale to modify or combine the prior art does not have to be expressly stated in the prior art; the rationale may be expressly or 
impliedly contained in the prior art or it may be reasoned from knowledge generally available to one of ordinary skill in the art, established 
scientific principles, or legal precedent established by prior case law. In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed, Cir. 1988); In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). See also In re Kotzab, 217 F.3d 1365, 1370, 55 USPQ2d 1313, 1317 (Fed. Cir. 
2000) (setting forth test for Implicit teachings); In re Eli Lilly & Co., 902 F.2d 943. 14 USPQ2d 1741 (Fed. Cir. 1990) (discussion of reliance 
on legal precedent); In re Nilssen, 851 F.2d 1401, 1403, 7 USPQ2d 1500, 1502 (Fed. Cir. 1988) (references do not have to explicitly 
suggest combining teachings); Ex parte Clapp, 227 USPQ 972 (Bd, Pat. App. & Inter, 1985) (examiner must present convincing line of 
reasoning supporting rejection); and Ex parte Levengood, 28 USPQ2d 1300 (Bd. Pat. App. & Inter. 1993) (reliance on logic and sound 
scientific reasoning). 

Further, the reason or motivation to modify the reference may often suggest what the inventor has done, but for a different purpose or to 
solve a different problem. It is not necessary that the prior art suggest the combination to achieve the same advantage or result 
discovered by applicant. >See, e.g., In re Kahn, 441 F.3d 977. 987, 78 USPQ2d 1329, 1336 (Fed. Cir. 2006) (motivation question arises in 
the context of the general problem confronting the inventor rather than the specific problem solved by the invention); Cross Med. Prods.. 
Inc. V. Medtronic Sofamor Danek, Inc., 424 F.3d 1293, 1323, 76 USPQ2d 1662, 1685 (Fed. Cir. 2005) ("One of ordinary skill In the art 
need not see the identical problem addressed in a prior art reference to be motivated to apply its teachings.");< In re Linter, 458 F.2d 
1013, 173 USPQ 560 (CCPA 1972) (discussed below); In re Dillon, 919 F.2d 688. 16 USPQ2d 1897 (Fed. Cir. 1990), cert, denied, 500 
U.S. 904 (1991) (discussed below). Although Ex parte Levengood, 28 USPQ2d 1300. 1302 (Bd. Pat. App. & Inter, 1993) states that 
obviousness cannot be established by combining references "without also providing evidence of the motivating force which would impel 
one skilled In the art to do what the patent applicant has done" (emphasis added), reading the quotation in context It is clear that while 
there must be motivation to make the claimed invention, there is no requirement that the prior art provide the same reason as the 
applicant to make the claimed Invention. 

It is the Examiners position that Delgado is a stand alone reference for a plurality of reasons to Pegylate a peptide or a protein, providing 
many different reasons to do so. And. given the sheer number of peptides successfully Pegylated and were shown to have these 
beneficial properties, the expectation of success Is so high that the unexpected results would be that it did not work. Therefore, the 103(a) 
rejection stands. 
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